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§ 640.73 Reporting of fatal donor reac-
tions. 

If a donor has a fatal reaction which, 
in any way, may be associated with 
plasmapheresis the Director of the Cen-
ter for Biologics Evaluation and Re-
search shall be notified by telephone as 
soon as possible. If the facility is lo-
cated outside of the continental United 
States, notification by cable or tele-
gram shall be acceptable. 

[41 FR 10770, Mar. 12, 1976, as amended at 49 
FR 23834, June 8, 1984; 55 FR 11013, Mar. 26, 
1990]

§ 640.74 Modification of Source Plas-
ma. 

(a) Upon approval by the Director, 
Center for Biologics Evaluation and 
Research, Food and Drug Administra-
tion, of a supplement to the biologics 
license application for Source Plasma, 
a manufacturer may prepare Source 
Plasma as a liquid product for a li-
censed blood derivative manufacturer 
who has indicated a need for a liquid 
product. 

(b) Source Plasma Liquid shall meet 
all standards of the frozen Source Plas-
ma except: 

(1) Source Plasma Liquid shall be 
stored in nonleachable containers so 
that the containers and their compo-
nents will not interact with the plasma 
contents under conditions of storage 
and use so as to alter the safety, qual-
ity, purity, or potency of the plasma 
and shall provide adequate protection 
against external factors that may 
cause deterioration or contamination. 

(2) Source Plasma Liquid shall be 
shipped, stored and labeled for storage 
at a temperature of 10 °C or colder. An 
exception to the shipping or storage 
temperature shall be approved by the 
Director, Center for Biologics Evalua-
tion and Research, Food and Drug Ad-
ministration, based upon his receipt of 
substantial evidence to support an-
other temperature. Such evidence may 
be submitted by either the licensed 
manufacturer of the Source Plasma 
Liquid or the manufacturer of the final 
blood derivative product who has re-
quested the Source Plasma Liquid. 

(3) The label for the Source Plasma 
Liquid shall be easily distinguished 
from that of the frozen product. Color 

coding shall not be used for this pur-
pose. 

(4) The label affixed to each con-
tainer of Source Plasma Liquid shall 
contain, in addition to the information 
required by § 640.70(a) but excluding 
§ 640.70(a)(3), the name of the manufac-
turer of the final blood derivative prod-
uct for whom it was prepared. 

(5) Source Plasma Liquid shall be in-
spected immediately prior to issuance. 
If the color or physical appearance is 
abnormal, or there is any indication or 
suspicion of microbial contamination, 
the unit of Source Plasma Liquid shall 
not be issued. 

[38 FR 32089, Nov. 20, 1973. Redesignated and 
amended at 41 FR 10770, Mar. 12, 1976; 49 FR 
23834, June 8, 1984; 50 FR 4140, Jan. 29, 1985; 55 
FR 11013, Mar. 26, 1990; 59 FR 49351, Sept. 28, 
1994; 63 FR 16685, Apr. 6, 1998; 64 FR 56454, 
Oct. 20, 1999]

§ 640.76 Products stored or shipped at 
unacceptable temperatures. 

(a) Storage temperature. (1) Except as 
provided in paragraph (a)(2) of this sec-
tion, Source Plasma intended for man-
ufacture into injectable products that 
is inadvertently exposed (i.e., an un-
foreseen occurrence in spite of compli-
ance with good manufacturing prac-
tice) to a storage temperature warmer 
than ¥20 °C and colder than +10 °C may 
be issued only if labeled as ‘‘Source 
Plasma Salvaged.’’ The label shall be 
revised before issuance, and appro-
priate records shall be maintained 
identifying the units involved, describ-
ing their disposition, and explaining 
fully the conditions that caused the in-
advertent temperature exposure. 

(2) Source Plasma intended for manu-
facture into injectable products that is 
exposed inadvertently (i.e., an unfore-
seen occurrence in spite of compliance 
with good manufacturing practice) to 
one episode of storage temperature 
fluctuation that is warmer than ¥20 °C 
and colder than ¥5 °C for not more 
than 72 hours is exempt from the label-
ing requirements of paragraph (a)(1) of 
this section, provided that the plasma 
has been and remains frozen solid. Ap-
propriate records shall be maintained 
identifying the units involved, describ-
ing their disposition, explaining fully 
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